IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 



In re application of: 

Group Art Unit: 1595 

WARREN WARD 

Examiner: Tigabu Kassa 

Serial No.: 10/595,033 
Filed: January 4, 2006 

For: COMPOSITIONS COMPRISING COMPONENTS COATED 

WITH A LIQUID IMPERMEABLE BUT GAS PERMEABLE 
LAYER, USE THEREOF FOR TREATING CUTANEOUS AND 
OTHER EXOCRINE GLAND DISEASES 

Attorney Docket No.: WAW 0101 PUSA 



REPLY BRIEF UNDER 37 C.F.R. § 41.41 

Mail Stop Appeal Brief - Patents 
Commissioner for Patents 
U.S. Patent & Trademark Office 
P.O. Box 1450 
Alexandria, VA 22313-1450 

Sir: 



For the above-identified application, this Reply Brief is in response to the 
Examiner's Answer mailed on March 9, 2011, hereinafter "the Examiner's Answer", which is 
further in response to Appellant's Appeal Brief of December 9, 2010, hereinafter "Appellant's 
Appeal Brief." 
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Claim rejections are maintained for reasons substantially similar, if not word-for- 
word-identical , to the reasons previously asserted. See page 3-7 of the Examiner's Answer in 
view of pages 2-10 of the prior Office Action of June 23, 2010. Appellant believes the claim 
rejections have been well addressed via Appellant's Appeal Brief and relevant contents thereof 
are not reproduced herein for brevity. However, Appellant wishes to submit the following to 
respond to the additional comments raised in the Examiner's Answer. 

As evidenced in the Summary and pages 8, 11-12 and 22 of the Examiner's 
Answer, the Examiner continues to require, for the purpose of establishing utility under 35 
U.S.C. §101, a credible "scientifically accepted" utility. The utility requirement pursuant to 35 
U.S.C. §101 does not require a utility that must be scientifically accepted. The Examiner's 
asserted standard is unsubstantiated, for which the Examiner is requested to provide authority. 
Rather, in therapeutic and pharmacological arts, previous lack of success or understanding as to 
how a certain disease or condition can be treated, should not , standing alone, serve as a basis for 
challenging the asserted utility under 35 U.S.C. §101. See also MPEP §2107.02 and §2107.03. 

Unless and until the Examiner has produced authority for the credible 
"scientifically accepted" utility requirement under 35 U.S.C. §101 and has clarified what 
"scientifically accepted" concept really amounts to. Appellant neither has the burden nor is 
equipped to comment on whether the claimed invention is "scientifically accepted." 

Appellant has established that the claimed invention can be used to deliver certain 
therapeutic effects. See pages 6, 7 and 17 of Appellant's Appeal Brief. The mere fact that this 
asserted utility may be difficult to comprehend does not support, by itself, the claimed invention 
must lack utility. Nor does it entitle the Examiner to base the lack of utility claim rejection on an 
unsubstantiated standard of requiring a credible scientifically acceptable utility. 

On page 12 of the Examiner's Answer, the Examiner seems to have introduced a 
new concept "the laws of pharmacology". Appellant respectfully requests that the Examiner 
produce scientific and legal authority for this concept and what this new concept entails. If the 
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Examiner believes that a composition must dissolve to have any effect, an example to the 
contrary is readily available. For instance, Radiogardase (R) is an FDA approved 
pharmaceutical formulation of Prussian Blue, wherein it is stated on the package insert "Prussian 
blue insoluble ferric (III) hexacyanoferrates (II), after oral ingestion is not absorbed through the 
intact gastrointestinal wall. Its clearance from the body depends on the gastrointestinal tract 
transit time." See Exhibit l. 1 

Regarding Appellant's comments stated on page 9-10 of Appellant's Appeal 
Brief, the Examiner applies a new reference Zhou et al. and argues that Zhou et al. evidences that 
metformin "has a bind AMPK". See page 17 of the Examiner's Answer. This statement 
scientifically wrong, unfortunately. Zhou et al. discloses that metformin activates AMPK, an 
intracellular signaling molecule. As well understood in the scientific community, activation does 
not necessarily require binding and binding does not necessarily induce activation. Even if it 
could be argued as true, the argument that Zhou et al. discloses metformin's binding to AMPK is 
also largely irrelevant to the instant issue of utility under 35 U.S.C. §101. Pages 9-10 of 
Appellant's Appeal Brief, in referencing metformin, are provided to evidence that a molecule 
does not always have to bind to a receptor and may still have some therapeutic effect. 

The Examiner acknowledges that making the claimed invention is sufficiently 
enabled. See pages 19 to 20 of the Examiner's Answer. The Examiner also acknowledges that 
the claim scope is sufficiently narrow and that the use of the claimed invention as a medical 
device is sufficiently enabled . See pages 19 and 21 of the Examiner's Answer in view of page 
17 of the Appellant's Appeal Brief. In view of this, Appellant respectfully submit that the use of 
the claimed invention is also sufficiently enabled. 

Contrary to what is asserted on page 15 of the Examiner's Answer, the fact of 
Appellant's claims recite the preparation in compositional form does not exclude its use in and as 
a device. This is particularly true at least because the pending claims are presented as "open- 
ended" via the phrase of "comprising". Conversely, the fact that the claimed composition can be 
used as a medical device does not necessarily limit that the claimed composition must be a 

1 Submitting Exhibit 1 is to address Examiner's new arguments not previously presented. 
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medical device, contrary to the Examiner's assertion stated on page 21 of the Examiner's 
Answer. Examples readily exist to show that compositional substances can be directly used as 
devices, according to the Food and Drug Administration (FDA). For instance, Exhibit 2 2 
submitted herewith evidences gel compositions applicable as therapeutic devices. 

Contrary to the Examiner's assertion on page 21 of the Examiner's Answer, the 
rejection of claims 7-11, 24-28, 30-33 and 35-37 under 35 U.S.C. §112, second paragraph, as 
being indefinite, is addressed through the section B "Claim Rejections under 35 U.S.C. §112" 
with particular reference to page 13 of the Appeal Brief. 

Please charge any additional fees or credit any overpayment in connection with 
this filing to our Deposit Account No. 02-3978. 

Respectfully submitted, 
WARREN WARD 

By /Junqi Hang/ 

Junqi Hang 
Reg. No. 54,615 
Attorney for Appellant 



Date: April 28,2011 
BROOKS KUSHMAN P.C. 

1000 Town Center, 22nd Floor 
Southfield, MI 48075-1238 
Phone: 248-358-4400 
Fax: 248-358-3351 



2 Submitting Exhibit 2 is to address Examiner's new arguments not previously presented. 
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I c f>;rrata of Fe4[Fe{CN}6]3 and a molecular weight of 859.3 Daltcns. It is 
provided as 0.5 gram of Prussian blue powder in gelatin capsules with 0 • 38 mg of 
microcrystailine cellulose. The powder may vary irom uniformly fine, dark granules to 
coarse light and dark-colored" granules. The structural formula tor Prussian blue 
insolubie is shown below. 
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The crystal structure of Prussian blue is a cubic lattice with the Fell and Fell! atoms occupying the corners of the cube and the 
cyanide groups positioned on the sides. 

CLINICAL PHARMACOLOGY 
General 

Prussian blue insoluble, ferried'!) bexacyanoferratefH). after ot3l ingestionlsnrxj^ wall, 
its clearance from *ne booy do ( t * fiU transit t ne F'russ ar b-ue too'uble acts h v ,or exchange., 

' i T } i and mechanical trapping within t 'V ™ f ™ a™FTiraTcT ve?y i i affinity to;- radioactive arid non-radioactive 
cesium and thallium. 
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in the bile by the liver thereby reducing gastrointestinal reabsprpttbrt (enterohepatic circulation!, in studies of rats, pigs, and dogs 
that were internally contaminated with cesium and thallium, the presence of the insoluble complexes in the gastrointestinal 
lumen, changed the primary elimination route from the kidney to the feces and increased the rate of elimination of these two 



The rate of cesium and thallium elimination was proportional to the duration and dose of Prussian blue insoluble. (See CLINICAL 
PHARMACOLOGY, Pharmacokinetics.) A radioactive element has a constant rate of disintegration that is reflected by its physical 
half-life. The rate of element elimination from the body is reflected by its Biologic half-life. The combined rate of radiation 
disintegration and >-atc of element elimination is reflecte - e ha f-iife 

Cesium-137 ( 1,/ Cs) has a physical naif-life of 30 years with a beta energy peak at 174.0 keV. Following entry into the blood, it is 
distributed uniformly through all body tissues. Approximately im> of cesium is eliminated rapidly with a biological half-fife of 2 
days, and 90% is eliminated more slowly, with a biological half-life of 110 days. Less than \% of the cesium was retained with a 
longer biological half-life of about 500 days. Cesium follows the movement of potassium and is excreted into the intestine, 
reabsorbed from the gut into the blood, then to the bHe, where it is. excreted again into the gut (enterohepatic circulation). 
Without Prussian blue insoluble treatment, -S0% of cesium is excreted through the kidneys and -20% in the feces. Because of 
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